444 ' FOOD, DRUG, AND COSMETIC ACT ~ ' [D.D.N.J.

DRUGS ACTIONABLE BECAUSE OF POTENTIAL DANGER
WHEN USED ACCORDING TO DIRECTIONS

2831. Misbranding of female hormones. U. S.v. 2 Boxes * * * (F.D. C.
No. 27161. Sample No. 57787-K.)

Liepr FILED: Apr11 26, 1949, Southern Dlstrict of- Gahforma

Arreeep SHIPMENT: The product was shipped on or about December 13 and
27, 1948, from Summit, N. J., to San Francisco, Calif., and was reshipped on
or about February 3, 1949, from San Francisco to Long Beach, Calif.

PropuUcT: 2 boxes of female hormones at Long Beach, Calif,, in possession of
the Hudson Products Co. The product was repackaged from goods shipped
to this company.

LABEL, IN'PART ¢ “Female Hormonos 30 002 mg. Tablets of Ethinyl Hstradiol
* * * Tor yse when Ethinyl Estradiol is indicated for symptoms of female
hormone deficiency. Suggested dosage: 0.02 mg. tablets two or three times
daily until relieved * * * Caution: Take only as directed.”

NATURE oF CHARGE: Misbranding, Section 502 (f) (1), the labeling of the
article failed to bear adequate directions for use; Section 502 (f) (2), the
labeling of the article failed to bear. such adequate warnings against use in
those pathological conditions where its use may be dangerous to health and
against unsafe dosage and duration of administration, in such manner and
form as are necessary for the protection of users, since the article contained
ethinyl estradiol and its labeling failed to warn that use of the article may
stimulate early or incipient cancer of the breast and genital system and may
induce uterine bleeding; and, Section 502 (j), the article, by reason of its
ethinyl estradiol content, was dangerous to health when used in the dosage

- and with the frequency and duration recommended in its labeling. The article

. was m1sbranded while held for sale after sh1pment in mterstate commerce

Dlsrosrrxon : May 26, 1949. Default decree of condemnatlon and destructlon.

2832. Misbranding of mineral oil. U. S. v. 72 Bottles * * * (F. D, C. No.
27188. Sample No. 46141-K.) . ,

Lismr Froep: May 6, 1949, Southern District of Iowa.

ALLEGED SHIPMENT: On or about February 24, 1949, by the Halitosine Co., from
St. Louis, Mo.

PropUCT: 72 1-pint bottles of mineral oil at Keokuk, Iowa.

LABEL, IN PART: “Domino Mineral Oil U. 8. P. Extra Heavy * * * Di-
rections * * * infants * * * 1/ teaspoonful * * * Prepared by
Domino Products Co. St. Louis, Mo.—Dallas, Texas.” '

NATURE oF CHARGE: Misbranding, Section 502 (f) (2), the article failed to bear
such adequate warnings against use by children where its use may be danger-
ous to health and against unsafe dosage and methods and duration of ad-
ministration, in such manner and form as are necessary for the protection of
users. The labeling of the article failed to warn that the article should not
be taken at any time other than bedtime or administered to infants except-on
advice of a physician.

Further misbranding, Section 502 (J), the article was dangerous to health
when used in the dosage and with the frequency and duration preseribed,
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recbmmehded, and suggested in its labeling, ngmely, ‘“Directions * * *
~ infants * * * 314 teaspoonful,” since mineral oil when given to infants
sometimes is aspirated and causes lipoid pneumonia. ‘

DisposiTioN: June 30, 1949, Default decree of condemnation and destruction.

DRUGS ACTIONABLE BECAUSE OF FAILURE TO BEAR
ADEQUATE DIRECTIONS OR WARNING STATEMENTS*

2833. Misbranding of Colusa Natural Oil and Colusa Natural Oil Capsules.
U. S. v. 6 Boxes, etc. (and 49 other seizure actions). (F. D. C. Nos.
19860, 20664, 23073, 23159, 23187, 23196, 23458, 23461, 23463 to 23465, incl.,
23468 to 23470, incl., 23482, 23485, 23488, 23491, 23492, 23494, 23497, 23505,
23506, 23509, 23513, 23538, 23540, 23557, 28642, 23643 to 23645, incl., 23647,
23658 to 23660, incl., 23663, 23666, 23684, 23705, 23733, 23857, 23904, 23910,
24187, 24720, 24884, 25159. Sample Nos. 5562-H, 18148-H, 39030-H to
39035-H, incl., 52854-H, 52855-H, 60624-H, 60625-H, 60634-H, 60635-H,
65790-H to 65800—-H incl., 65861-H to 65864-H, incl., 66104-H, 66105-H,
66458-H, 66459-H, 66465-H to 66468-H, incl., 66471-H, 66472-H, 66474-H,
66475-H, 66495-H, 66496-H, 66499-H, 66500-H, 66595-H to 66598-H, incl.,
66621-H to 66627-H, incl., 66667-H, 66668-H, 66686—H, \66687—H, 66757-H,
-66758-H, 68286-H, 68287-H, 69962—-H to 69965-H, incl., 69971-H, 69972-H,
73737-H, 73738-H, T4775-H, T4776-H, T6957-H, T76960-H, 77910-H,
77911-H, 77924-H, 77925-H, 78016—-H to 78018-H, incl., 79503-H, 79504-H,
82708-H to 82711-H, incl., 83507-H to 83510-H, incl., 84862-H, 84863-H,
87017-H, 87018-H, 87614-H, 87615-H, 87722-H, 89528-H, 89529-H,
91200-H, 92021-H, 92022-H, 4462-K, 4463-K, 6001-K, 6002-K, 13025-K,
13026~-K, 15504-K, 15914-K, 18822-K, 18823-K, 22430-K, 22431-K,
22926-K, 22927-K, 22947-K.)

LiseLs FILED : Between May 14, 1946, and July 9, 1948, Northern and Southern Dis-
tricts of Ohio, Northern District of Illinois, Southern District of California,
District of Kansas, Western District of Washington, District of Minnesota,
Eastern and Western Districts of New York, Eastern, Middle, and Western Dis-
tricts of Pennsylvania, District of Delaware, District of New Jersey, District

- of Montana, District of Connecticut, District of Vermont, Western District of

- 'Wisconsin, District of South Dakota, Western and Eastern Districts of Mich-
igan, Southern District of Indiana, District of Oregon, District of Massachu-
setts, and Northern District of Alabama.

ALLEGED SHIPMENT: Between the approximate dates of October 5, 1945, and July
6, 1948, by the Colusa Remedy Co., from Los Angeles and Hollywood, Calif.,
Chicago, Ill., and Philadelphia, Pa. The Philadelphia shipment was a re-
turn shipment. '

Propucr: 4,383 bottles of Colusa Natural Oil and 3,890 bottles and 20 boxes of
Colusa Natural Oil Capsules at Zanesville, Cincinnati, East Liverpool, and Day-
ton, Ohio; Rockford and Chicago, Ill.; Los Angeles, Calif.; Parsons, Kans.;
Tacoma and Everett, Wash.; Austin, Minn.; Buffalo and Brooklyn, N. Y.;

 Kingston, Chester, West Chester, Conshohocken, Norristown, Phoenixville,

_ Lansdale, Bethlehem, Allentown, Tamaqua, Lebanon, Pittsburgh, Greensburg,
Sayre, Philadelphia, and Reading, Pa.; Wilmington, Del. ; Bridgeton, Vineland,

‘ Woodbury, Midland Park, New Brunswick, Atlantic City, and Bloomfield, N. J.;

*See also Nos, 2831, 2832,



